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Message Text 

UNCLASSIFIED 

PAGE 01 PARIS 24426 231614Z 
ACTION HEW-06 

INFO OCT-01 EUR- 1 2 ISO-OO OES-07 MED-03 /029 W 

019082 232201Z/64 

R 231607Z AUG 77 
FM AMEMBASSY PARIS 
TO SECSTATE WASHDC 7505 

UNCLAS PARIS 24426 

E.O. 11652: N/A 

TAGS: OGEN, ETRD, EIND, TBIO, FR. 

SUBJECT: FDA ADVISORY - DEFECTIVE MEDICAL DEVICE (RECALL 
T-137/138-71) 

REF. STATE 196957 

1. MRS. DZIKOWSKI, ADMINISTRATIVE ASSISTANT. AHS/FRANCE, 

BP 716, 95004-CERGY, FRANCE, WHICH DISTRIBUTES PACEMAKER 
MANUFACTURED BY EDWARDS PACEMAKER SYSTEMS DIVISION OF 
AMERICAN HOSPITAL SUPPLY CORP., 17221 RED HILL AVE., 

SANTA ANA, CA. 92705, WAS CONTACTED BY POST CONCERNING 
SUBJECT RECALL. 

2. MRS. DZIKOWSKI STATED THAT RECALL LETTERS HAD BEEN 
RECEIVED AND THAT ENCLOSED INSTRUCTIONS HAD BREN 
FORWARDED TO USERS OF DEVICE. 

3. NO INCIDENTS OR MALFUNCTIONS HAD BEEN REPORTED. 

HARTMAN. 


UNCLASSIFIED 
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Control Number: n/a 

Copy: SINGLE 
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Decaption Date: 01 -Jan-1 960 12:00:00 am 

Decaption Note: 

Disposition Action: n/a 
Disposition Approved on Date: 
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Disposition Comment: 
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Disposition Event: 

Disposition History: n/a 
Disposition Reason: 

Disposition Remarks: 

Document Number: 1977PARIS24426 

Document Source: CORE 

Document Unique ID: 00 

Drafter: n/a 

Enclosure: n/a 

Executive Order: N/A 

Errors: N/A 

Expiration: 

Film Number: D770304-1026 
Format: TEL 
From: PARIS 

Handling Restrictions: n/a 
Image Path: 

ISecure: 1 

Legacy Key: Iink1977/newtext/t19770833/aaaabbpn.tel 

Line Count: 42 
Litigation Code IDs: 

Litigation Codes: 

Litigation History: 

Locator: TEXT ON-LINE, ON MICROFILM 

Message ID: 59f36856-c288-dd11-92da-001cc4696bcc 

Office: ACTION HEW 

Original Classification: UNCLASSIFIED 

Original Handling Restrictions: n/a 

Original Previous Classification: n/a 

Original Previous Handling Restrictions: n/a 

Page Count: 1 

Previous Channel Indicators: n/a 
Previous Classification: n/a 
Previous Handling Restrictions: n/a 
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Retention: 0 

Review Action: RELEASED, APPROVED 
Review Content Flags: 

Review Date: 24-Nov-2004 12:00:00 am 
Review Event: 

Review Exemptions: n/a 
Review Media Identifier: 

Review Release Date: n/a 
Review Release Event: n/a 
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SAS ID: 1516483 
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Subject: FDA ADVISORY - DEFECTIVE MEDICAL DEVICE (RECALL T-1 37/1 38-71) 
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